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California Drug Recall
Information

Recall Name

Mylan Institutional Recalls Hydrocodone Bitartrate and Acetaminophen Tablets, USP
10mg/500mg Manufactured by Qualitest Pharmaceuticals
Due to the Potential for Oversized Tablets

Recall Date Product Description Recalling Firm Recall Reason
12/20/12 Hydrocodone Bitartrate and | Mylan Institutional, Inc. | Potential for Super-
Acetaminophen Tablets, Canonsburg, PA Potency due to
USP 10mg/500mg Oversized Tablets
NDC# 0603-3888-21
Recall Class Product Identification Distribution Affected Dates

I Hydrocodone Bitartrate and
Acetaminophen Tablets,
USP 10mg/500mg, 100 ct.

Suspect Lots Recalled:

e 3037841
e 3040859
e 3042573

Tablets are pink, capsule-
shaped tablets with “3600”
debossed on one side of
the tablet and “V” on the
other.

CA, nationwide

Note: Mylan Institutional
repackaged and
distributed the product
under the UDL
Laboratories, Inc. (n/k/a
Mylan Institutional Inc.)
label

Distributed between
February 20, 2012 and
November 19, 2012

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.qgov/Safety/Recalls/ucm331218.htm



http://www.fda.gov/Safety/Recalls/ucm331218.htm

